CO 

is 



10 



15 



20 



25 



30 



35 



40 



45 



PATENT SPECIFICATION cm 1376 362 

(2 1 ) Application No. 5325/72 (22) Filed 4 Feb. 1972 (19) 
(61) Patent of Addition to No. 1 337 461 dated 24 Aug. 1971 
(31) Convention Application No. 52054 (32) Filed 2 Aug. 1971 in 

(33) Italy (IT) 

(44) Complete Specification published 4 Dec. 1974 
fSl) International Classification A61K 9/00 
(52) Index at acceptance 

. A5B,. 751 753 754 75Y. _ - 

(54) PROCESS FOR THE PRODUCTION, PACKAGING AND PRESERVATION 
OF PHARMACOLOGICAL PREPARATIONS MADE OF NATURAL 
SUBSTANCES, AND PRODUCTS OBTAINED THEREBY 




(71) I, Pietro Sada, of Italian nation- 
ality, of via Erode, Attico, 1. Rome, Italy, 
do hereby declare the invention, for which I 
pray that a patent may be granted to me, 
and the method by which it is to be per- 
formed, to be particularly described iri and 
by the following statement: — 

The present invention relates to a process 
for the preparation, packaging and preserva- 
tion of pharmacological preparations made 
of natural substances, and the products ob- 
tained thereby. 

The invention, which is a modification of 
the invention described and claimed in Patent 
No. 1,337,461 provides a process for the 
production, packaging and preservation of 
pharmacological preparations containing 
natural organic substances comprising divid- 
ing the pharmaceutical preparation into unit 
doses and deep freezing each unit, or deep 
freezing the pharmaceutical preparation and 
dividing the frozen preparation into unit 
doses, packaging each unit dose under re- 
duced pressure or in the presence of an 
inert gas in a gas-tight unit package, and 
preserving the product under deep frozen 
conditions until required for use. 

In its widest aspect the invention relates 
to all those preparations made of substances 
of natural origin and possessing pharma- 
cological properties, for example, organic ex- 
tracts and animal tissues hepatic, gastric and 
pancreatic extracts and proteic extracts in 
general, natural hormones, and vaccines, as 
well as extracts of vegetable substances, rang- 
ing from the simple ones, for example, de- 
coctions, infusions and syrups having anti- 
irritant, tonic, and fortifying effects, to the 
more complex, for example, those with hypo- 
tensive, vasodilatator, chologogucs, and 
antihistamine effects, which products being 
perishable by nature, require for their preser- 
vatiorLthe addition of preservative substances 
of a chemical or synthetic nature which may 
have a certain counter-effect and /or toxic 
action. 

The scope of the invetnion also includes 
[Price 25p] 



the system of preserving said natural phar- 
macological preparations in conditions which 
enable them to be preserved in a better man- 50 
ner and without modifying their active prin- 
ciples.^ This is achieved by the use of the 
invention disclosed and claimed in connec- 
tion with cosmetic products in Patent No. 
1,337.461, that is to say, that of employing 55 
an interrupted "cold chain" always in con- 
ditions of prolonged deep-freezing. 

It should be made quite clear at this point 
that the present invention is not concerned 
with providing information regarding the 60 
preparation of products for which new thera- 
peutic properties are claimed; rather the pur- 
pose of the invention is simply to propose a 
general technique for the preparation of a 
very wide range of products having known 65 
therapeutic properties, in a form which 
makes it unnecessary to add any preservative 
substances at the manufacturing stage, the 
extensive deep-freezing also ensuring, in the 
distribution stage, perfect stability of the 70 
active principles and sterility of the prepar- 
ation obtained, for the reasons stated, in con- 
ditions of high purity. 

The deep-frozen preparations are distri- 
buted by the pharmacist in this condition and 75 
in portions which correspond to a unit dose 
contained in unit packages. 

The method of this invetnion thus clearly 
offers the following advantages : 

(a) The user is provided with an industrial 80 
product, the inherent pharmacological pro- 
perties of which are supplemented by a 
completely hygienic condition, without the 
basic active constitutents used in its prepar- 
ation having been modified in any way; 85 

(b) In place of the known pharmacological 
products which contain synthetic preservative 
substances in addition to the natural active 
components, there are provided products 
having the same therapeutic properties but -90 
having no counter-effects and possible toxic 
actions, because of the complete absence of 
such preservatives so that the allergic re- 
actions frequently induced in animal organ- 
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isms by the presence of such preservatives 
are also eliminated; 

(c) A new system is provided for the use 
of natural animal or vegetable substances, 

5 for example, organic extracts, animal tissue 
extracts or vegetable extracts, hormones, fer- 
ments, vaccines, and serums, known for their 
pharmacological properties but at present 
somcv/Jial neglected simply because of the 

JO difficulty of obtaining and distributing them 
in a precise; safe and inexpensive manner; 
(d> The deep-frozen product can be pre- 
served in a simple way and can be provided 
in suitable packaging means to give a unit 

15 dose and for storing in standard domestic 
refrigerators or in suitable containers as des- 
cribed in connection with cosmetic products 
in Paient No. 1,337.461. 
(c) The product is simple to use in that it 

20 can be brought to ambient temperature by 
unfree/inc in ihc normal manner, water or 
an isotonic solution, for example a lyophfl- 
ized subMiince. being optionally added. 
The advantages deriving from the availa- 

25 htlity of the preparations obtained in accord- 
ance uuh this invention are also very 
obvious: At the time of use of the product 
is perfect)) preserved, its use is simple rapid 
and safe, and its therapeutic effects are pro- 

30 vided in a balanced manner by a unit dose 
that has been strictly controlled during 
preparation of the product; finally, once the 
product has been used, the package that 
contained the unit dose is thrown away and 

35 the need for _ further preservation, and. the 
^danger of a chance in the properties df the 
pharmacological product are eliminated. 

The deepfreezing technique of the inven- 
tion renders it possible to obtain preparations 

40 in the form of sols and gels which are stabi- 
lized by the very low temperatures applied 
to them, which form of product has hitherto 
been somewhat difficult to obtain. 

The containers in which the products of 

45 the invention may be packaged are of the 
conventional type but of small dimensions 
sufficient lo accommodate a unit dose of the 
product, said containers being hermetically 
sealed. Preferred containers are capsuleb, 

50 optionally interconnected by means of tabs 
of fusion -we Idable aluminium. In the case of 
products for external application in the treat- 



ment of skin diseases, use can be made of 
the container described for use with cos- 
metic products in Patent No. 1,337,461; the 55 
same applies as regards any other similar 
product intended exclusively for external ap- 
plication. 

WHAT I CLAIM IS:— 60 

1. A process for the production, packag- 
ing and^ preservation of pharmacological 
preparations containing natural organic sub-" 
stances comprising dividing the pharmaceuti- 
cal preparation into unit doses and deep 65 
freezing each unit, or deep freezing the phar- 
maceutical preparation and dividing the 
frozen preparation into unit doses, packag- 
ing eacn unit dose under reduced pressure or 

in the presence of an inert gas in a gas-tight 70 
unit package, and preserving the product 
under deep frozen conditions until required 
for use. 

2. A . process , according to claim 1, 
wherein the deep-freezing is carried out on a 75 
preparation which is in the form of a sol or 
gel, 

3. A process according to claim 1, 
wherein the deep-freezing is carried out on a 
lyophflized preparation 80 

4. A process according to claim 1, 
wherein the deep-freezing is carried out on a 
homogenized preparation. 

5. A process according to any one of 
claims 1 to 4, wherein the packages are cap- 85 
sules. 

.6. _A process according to claim 5, . 
wherein the capsules are interconnected by 
means of tabs or fusion-weldable aluminium. 

7. A process according to claim 1, 90 
conducted substantially as described herein. 

^ A pharmaceutical preparation con- 
taining natural organic substances whenever 
obtained by a process according to any one 
of claims 1 to 7. * 95 

9. A pharmaceutical preparation accord- 
ing to claim 8, substantially as described 
herein. 

ABEL & IMRAY, 
Chartered Patent Agents, 
Northumberland House, 
303—306 High Holborn, 

London, WC1V 7LH. 
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